PEITYBJIMKA BBJI'APUSA

3aMeCTHUK-MHHUCTBD Ha 3[JpaBEONa3BaAHETO

18.7.2022r.

X 26-03-15/18.07.2022

Signed by: Aneta Lyubenova Todorova

A0
BCHUYKH IOTEHIIUAJIHU YYACTHHUIIA

OtHocHo: Vckane 3a pazsicHenne Ha ocHoBaHue Wi. 33 ot 30Il mo oOmecTBeHa
nopbuka ¢ npeamert: ""Cxkaroueane na Pamkosu cnopazymenus 3a nepuooa om oamama Ha
cknrousanemo um oo 31.12.2024 2., upes Enexmponnama cucmema 3a 3aKynyeame Ha

JleKkapcmeenu npooOyKmu 3a nyxyxcoume Ha nedeonume 3ageoenus ¢ Penyonuxka bvnzapua'

YBAXKAEMU JAMHU U T'OCIIOJA,

BbB Bpb3Ka ¢ MOCTBHIWIO 3allUTBAHE MO TOPENOcCOYeHaTa Mpolenypa, MPeAoCTaBIM
OTTOBOP Ha CIEAHUS BBIIPOC:

Bbnpoc 1: BeB Bpb3ka ¢ mporeaypa HCLPJIIT per. Ne 111-4405/16.06.2022 r. 3a
npoMsHa Ha BrnucaHo oOctosTenctBo ATC kox B [lo3uTHBHUSA JIEKapCTBEH CIUCHK MOPAIU
pexnacuduxanus Ha C30 u Haznaden HOB ATC kox LO1FX14, ¢unanuzupana c Pemenue
HCIIPJIIT Ne HCP-28359/08.07.2022 r. (mpuitoskeHo) 3a JjekapcTBenute mpoayktd ¢ INN

Polatuzumab vedotin, monmM 3a passcHeHHEe Hadd MpoMsHaTa Ie OBIE OTpa3eHa B

wiargpopmara  https://cop.mh.government.bg/ ¢ akryamuzanusra va [IJIC ot 02.08.2022 u
yKa3aHMA Kak Jja mpoleupame npu opeprupaHeTo Ha MPOIyKTUTE, B Cilydail ue chiliata He Obje
orpazeHa B muatdpopmara Ha [[OIIC3 mnpenu kpaifHus cpok 3a mojaBaHe Ha odepru.
I'opeonucanaTa npoMsiHa B 00CTOSATENICTBATa € OTpa3eHa Ha caiita Ha EBporelickara areHuus
[0 JIeKapcTBaTa ¢ akTyanuszupana kbM gata 08/06/2022r. KXII Ha mpoaykra JOCThIIHA Ha

ampec  https://www.ema.europa.eu/en/documents/product-information/polivy-epar-product-

information bg.pdf.

OtroBop 1: Jla, npomsiHaTa Ha BrnucaHo obctosTenctBo - ATC xon B Ilo3utuBHuA
JIEKapCTBEH CIUCHK, 11ie Ob/ie oTpa3eHa B uiatdopmara Ha L{OIIC3 ¢ akryanuzanusta Ha [IC.

B Ta3u Bpb3Ka, JlekapcTBEHUTE MPOAYKTH ¢ HazHaueH HOB ATC ko7, 3a KouTo uMa 060co0eHH


https://cop.mh.government.bg/
https://www.ema.europa.eu/en/documents/product-information/polivy-epar-product-information_bg.pdf
https://www.ema.europa.eu/en/documents/product-information/polivy-epar-product-information_bg.pdf

HOMCHKJIATYpHY, BKJIIOYCHH B TEXHWYECKaTa CHEIU(HUKAIMS KbM HACTOsIIaTa OOIIECTBEHA
MophYKa, HAMA Jla OTHAJHAT M IIe MOXKE Jla ce mojaae odepra 3a TAX 10 KpailHUs CPOK Ha

1oJIaBaHeTo Ha odeprTure.

C yBaxenue,

18.7.2022r.

X AO-p Metbp MNprbHeB, oM

Signed by: Petar Angelov Gribnev

A-P IIETBP ' PUBHEB

Bamecmuux ~MUHUCMBP HA 30p(16€01’ld360H€m0,
6b3J10J/Cumen U yeHmpaieH opeaH 3a nOKynKu 6 CeKmop ,,30])(16@01’[(136621—!8“ HAa OCHoOBeaHue

3anoeeo Ne P/[-01-1042/22.12.2021 e.
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